Symptomatic aortic stenosis remains a surgical disease, with aortic valve replacement resulting in symptom reduction and improvement in survival. For patients who are deemed a higher surgical risk, Transcatheter aortic-valve replacement (TAVR) is a viable, less invasive and increasingly common alternative. The study compares early outcomes in patients treated within one year of the commencement of TAVR program in a community hospital against outcomes of TAVR patients from nationwide reported data (Society of Thoracic Surgeons/ American College of Cardiology TVT registry). Preoperative characteristics and standardized procedural outcomes of all patients who underwent TAVR in Cape Cod Hospital between June 2015 and May 2016 (n = 62, CCH group) were compared using standardized data format to those of TAVR patients operated during the same time period in other centers within the United States participating in the STS/ACC TVT Registry (n = 24,497, USA group). Most preoperative patient characteristics were similar between groups. However, CCH patients were older (age!80 years: 77.4% versus 64.3%, p = 0.032) and more likely to be non-elective cases (37.1% versus 9.7%, p<0.001). All 62 TAVR procedures in CCH were performed in the catheterization laboratory unlike most (89.7%) of the procedures in the USA group that were performed in hybrid rooms. A larger proportion of patients in the USA registry underwent TAVR under general anesthesia (78.2% vs.37.1%, P<0.001). Early aortic valve re-intervention rate was 0/62 (0%) in the CCH group VS. 74/ 24,497 (0.3%) in the USA group. In hospital mortality, which was defined as death of any cause during thirty days from date of operation, (CCH: 0% vs. USA: 2.5%, p = 0.410) and occurrence of early adverse events (including postoperative para-valvular leaks, conduction defects requiring pacemakers, neurologic and renal complications) were similar in the two groups. The study concludes that with specific team training and co-ordination, and with active support of experienced personnel, high risk patients with severe aortic valve stenosis can be managed safely with a TAVR procedure in a community hospital.
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Introduction
Surgical replacement of the aortic valve has been shown to reduce symptoms and improve survival in patients with aortic stenosis [1, 2] . However, in clinical practice, at least 30% of patients with severe aortic stenosis do not undergo open heart surgery for replacement of the aortic valve, owing to relative contraindications such as advanced age, left ventricular dysfunction, and/ or the presence of multiple coexisting conditions [1, 3, 4] . Increasingly for these patients, who are deemed as high surgical risk [5, 6] , Trans catheter aortic-valve replacement (TAVR) is rapidly becoming a more viable, less invasive and less morbid alternative [7] [8] [9] . Still an immature technology, TAVR was approved by the US Food and Drug Administration (FDA) as recently as late 2011 for the treatment of patients with severe symptomatic aortic stenosis who are judged too ill or frail for the traditional surgical aortic valve replacement (SAVR) [10] . Lately, FDA approval has additionally been granted for a wider population of lower risk patients, further expanding the scope of this new technology. The procedure has rapidly gained patient's and doctor's acceptance, particularly for the octogenarian and nonagenarian patient populations. Aortic valve procedures have risen more than 60% since 2012, concomitantly with the number of centers performing TAVR procedures, allowing approximately 24000 TAVRs to be performed during 2016 according to the national TAVR registry published by the STS and ACC associations [11] .
With more hospitals joining the TAVR providing community, it is evident that some variety exits with regard to structure and systems of care. Characteristics such as hospital volume, teaching status and staffing patterns are known to affect medical and surgical outcomes [12] . Several studies had discussed procedures outcomes in low-volume hospital versus high-volume hospitals in cardiac and non-cardiac surgery and demonstrated that major surgery can be performed safely at community hospital [12] [13] [14] [15] . Some of these studies had shown better outcomes in patients undergoing their procedures in a high volume hospital [14] [15] . It is as yet unclear whether the volume-outcome relationship has persisted in TAVR.
Outcome of Surgical Aortic Valve Replacement (SAVR) may be related to hospital volume [12] . In contrast, TAVR may be performed in the cardiac catheterization laboratory rendering it more suitable for community hospitals with active catheterization laboratory.
The purpose of this study is to compare characteristics and early outcomes of patients undergoing TAVR in a community hospital, within the first year of initiation of a structural heart disease program, to those of TAVR patients operated during the same time period captured by the STS/ACC TVT registry (USA group) [16] .
Patients and methods

Study design
This study summarized parameters which were obtained from the STS/ACC TVT Registry [16] , making it an ecological study [17] . The study includes all patients reported in the registry who underwent TAVR between June 2015 and May 2016. The study compares characteristics and early outcomes of patients who underwent the procedure in Cape-Cod hospital, a community hospital, to those of patients who underwent the procedure in other all other hospitals in the registry.
The study was approved by the Institutional Review Board (IRB) of Cape Cod Hospital and informed consent was waived (Clinical registry: researchregistry4325). cardiac surgery and interventional cardiology patients. Approximately 1800 interventional cardiology cases are done each year, with more than 700 percutaneous interventions (PCI). Cardiac surgery volume is steady over study period with 230 pump cases per year. Since its inception, the TAVR program setup includes a streamlined process of patient evaluation by our valve clinic team, which includes a TAVR program coordinator, two cardiac surgeons, and a cardiologist, and then a scheduled procedure day, at the beginning of which a pre procedural briefing is conducted. During briefing, patient's clinical and imaging data is presented before the all personnel who take part in the procedure: cath lab and operating room technicians, perfusionists, nurses, surgeons, cardiologist and interventional radiologist. The procedure itself is led by an interventional cardiologist, assisted by either a surgeon, another cardiologist or an interventional radiologist. A surgical backup for an emergency is available at all times. CCH TAVR team includes 3 interventional cardiologists, 2 cardiac surgeons, and 2 cardiac anesthesiologists who provide echo guidance. The TAVR program was started in Cape Cod Hospital in June 2015.
Participents
Sixty two patients with aortic stenosis underwent TAVR in CCH (CCH group) during the study period. The consecutive population constituted of all sequential TAVR procedures performed in CCH during this time period.
We compared patient characteristics and procedure outcomes of these CCH TAVR patients to those of 24,497 TAVR patients operated during the same time period in other USA centers participating in the STS/ACC TVT Registry (USA group).
Variables and data source
Summarized baseline patient characteristics (demographic data, co-morbidities, aortic valve description, heart status, and recent heart events), procedure characteristics (procedure location, concurrent PCI, valve-in-valve procedure, type of anesthesia, procedure duration, fluorotime and other factors presenting Tables 1, 2 and 3 and in-hospital outcomes (cardiac complications, neurologic complications, renal complications, bleeding, major vascular complication, device complication and discharge parameters such as length of stay) were collected from the TVT registry according to The Society of Thoracic Surgeons Adult Cardiac Surgery Database Data Collection Form Version 2.81 (April 23 2015) [6] . Follow-up information was obtained by accessing data from the STS/ACC TVT Registry 2015 and 2016 annual reports [11] .
Data was summarized as mean, median, interquartile range, range, number and percentage by the STS from the STS/ACC TVT Registry and the summarized data was compared between the two studied populations.
Bias
In order to avoid potential bias we used only retrieved summarized data that was based on reports to the STS using a uniform data collection form.
Statistical analysis
Categorical variables were expressed as number and percentages and continuous variables were described using mean (standard deviation, SD), and median (interquartile range, IQR). Standard deviation was estimated using the IQR and sample size [18] . Categorical variables were compared using Chi-square test or Fisher's exact test and continuous variables were compared using the independent samples t-test. A two-tailed p<0.05 was considered statistically significant. Analyses were performed with OpenEpi [19] 
Results
The vast majority of preoperative patient demographic characteristics and co-morbidities were similar between groups. However patients in CCH were older, 77.4% of the CCH patients were 80 or older compared to 64.3% of the TVT patients (p = 0.032). Patients in CCH were more likely to be non-elective cases (37.1% versus 9.6%, p<0.001) and more likely to have private health insurance (90.3% versus 63.7%, p<0.001). On the other hand more patients in the USA group were on home oxygen therapy before the procedure. Patients' characteristics and pre-procedure and heart status are presented (Tables 1 and 2 and Fig 1) . Occurrences of preprocedure degenerative aortic stenosis, prior SAVR or aortic valve repair and prior balloon valvuloplasty or TAVR were not significantly different between groups ( Table 2) .
The prevalence of previous cardiac surgery (28.9% vs. 17.7% p = 0.052) and pre-procedure conduction defect (37.4% vs. 10.2%, p<0.001) was higher among patients in the national TAVR registry. In contrast, prior MI (16.1% vs.2.7%, p<0.001) and heart failure (79.6% vs. 38.7%, p<0.001) were more prevalent among CCH patients characteristics (Table 2) .
Computed Tomographic Angiography (CTA) was more commonly used in CCH as means for aortic annular sizing (93.4% vs. 71.3%, p<0.001). Trans-esophageal echocardiography (TEE) was more common among the USA group patients (14.3% vs. 3.3%, p = 0.011) ( Table 2) . All 62 TAVR procedures in CCH were performed in the catheterization laboratory unlike most (89.7%) of the TAVR in the USA group that were performed in hybrid operating rooms or hybrid laboratories. A larger proportion of TAVR patients in the USA group underwent the procedure under general anesthesia (78.2% vs. 37.1%, p<0.001)) and more patients in this registry were extreme or higher risk for SAVR (p<0.001). Procedural characteristics are presented ( Table 3) .
The rate of early adverse events (including all cardiac, neurologic and renal complications) as well as the immediate post-procedure echo findings was similar in the two groups (Table 4 and Figs 1 and 2) . In hospital mortality was also similar in the two groups (Table 4) . Seventy four out of the 24497 patients in the USA group (0.3%) had to go for an emergent/salvage aortic valve re-intervention procedure, while none of the patients from the CCH group needed such intervention.
Discussion
The selection of our TAVR patients described reflects typical contemporary referral patterns for this minimal invasive procedure. These are mostly elderly patients with severe aortic stenosis who are judged by a Heart Team, including two cardiac surgeons, to be at high risk for SAVR (i.e., predicted risk of surgical mortality >8% at 30 days), based on the Society of Thoracic Surgeons (STS) risk score [20] . A portion of our patient cohort had lower STS scores. However, after being reviewed by our valve clinic physicians, other parameters that are not included in the STS score were given weight. For instance, a 52 year old female, robust and active, who was status post sternotomy for Goiter removal, and then had heavy radiation to the chest d/t a different malignancy-has a very low calculated STS risk score, but a very high operative risk. All patients deemed adequate for TAVR had one or more of these "other parameters" that made the team favor TAVR over SAVR.
Our study compared one year (June 2015-May 2016) results and patients characteristics of TAVR patients treated in a community hospital (CCH) to those of 24,497 TAVR patients operated during the same time period in USA centers participating in the STS/ACC TVT Registry.
There was higher prevalence of non-elective cases in the CCH group. This is probably the reason for higher proportion of post-acute MI, older patients and patients with new heart failure in this group. There was no statistical difference in procedure time between the two groups (Table 3 ). However, the significantly higher volume of contrast material in CCH compare to the USA group may be related to lack of experience in CCH.
The main finding in this report is the similar outcome (including in hospital mortality and early adverse events) of patients operated in community hospital to that of patients operated in hospital in the STS/ACC TVT registry. Early outcome of CCH TAVR patients was similar to the outcome in the TVT registry despite the fact that there were more emergent and urgent patients among the CCH patients and that their proportion of patients above the age of 80 years was significantly higher. Outcomes such as decreased length of stay may be related to the higher use of moderate sedation in CCH compare to the USA group. Although not previously trained in treating structural heart defects, the leading interventional cardiologist at CCH is a seasoned interventionalist, who has been steadily performing roughly 700 PCI cases each year for the last 10 years. Prior to embarking on the TAVR program, our interventional cardiologist used the available training programs for specific products, took use of available case observation programs, and used a specialized proctor for the first few cases. A fellowship trained cardiac surgeon, an interventional radiologist and a very experienced anesthesiology team were instrumental in safely conducting the first 50 cases, forming the "learning curve". The operators do not spend time in tertiary centers. This may be related to skills of an experienced cardiologist performing the TAVR in CCH, to the active involvement of an interventional radiologist in TAVR cases which might contribute to reduction in vascular injuries, and specifically to the role of a very experienced cardiac anesthesiology group, which implemented a 5 year experience accumulated while building a similar program in a large referral center beforehand. This resulted in higher rates of partial sedation vs. general anesthesia from a very early stage during the program development, which might have contributed to faster recovery from intensive care related issues, and favorable early outcome. Improvements in trans-catheter valve systems and devices have led expansion of TAVR procedures from the large academic hospitals to smaller institutions performing SAVR. TAVR, performed in experienced centers, with the use of a lower-profile, 2nd-generation device, was non-inferior to surgery with respect to death from any cause or disabling stroke at 2 years. Their bio-prosthetic-valve gradients were lower and the valve areas were greater, as compared with surgical valves [21] . Similar findings were reported recently with the third generation TAVR devices (Edward Sapian 3) in recently published studies describing outcome in intermediate -risk (STS score 4-8) aortic valve patients [22] [23] [24] . Other devices were not used in our patient cohort.
In CCH the TAVR program was started in 2015. All cases were done with balloon expandable valves. Sapien XT was used in the first 8 cases, after which the Sapien 3 was used in essentially all cases. The use of the Edwards Sapien XT (2 nd generation) and Sapien 3( generation) with accompanying team [25] and the use of multislice computed tomography to assess aortic annulus dimensions for appropriate valve sizing [26] can explain the relatively short learning curve and the satisfactory early outcome achieved in intermediate as well as high risk TAVR patients. In the early TAVR studies coronary artery disease (CAD) was an indication for SAVR and contra-indication for TAVR, however, in CCH CAD was not a contra-indication for TAVR. More than 35% of the TAVR patients in CCH had significant CAD (! 2 vessel disease), 17.7% had prior CABG and 3.2% underwent Concomitant PCI due to critical coronary lesion anatomy, never due to ongoing/ concomitant ischemia.
Outcomes of TAVR procedures performed in large referral centers have been described previously [27] . To the best of our knowledge the outcomes of TAVR in community setting were not reported yet. Occurrences of adverse events among CCH patients were not significantly different than the rate of these complications in the TVT registry.
Our results are not in accordance with results of several previously published reports that had shown that hospital and surgeon procedure volumes are important determinants of patient's outcomes [13] [14] [15] . Those studies had shown better outcomes in patients undergoing their procedures, including surgical aortic valve replacement (SAVR) procedures, in a high volume hospital [14, 15] . The above studies include mostly SAVR patients operated before the TAVR era. Thus, they do not reflect the effect of TAVR introduction on reduction of aortic stenosis patients referred to surgery [6, 16] , and cannot therefore reflect the effect of hospital-volume on outcome today.
In addition, conclusions based on the above studies cannot be implemented to TAVR studies due to the fact that TAVR is a smaller procedure that may be performed in the cardiac catheterization laboratory or hybrid operating rooms without extra-corporeal circulation. The number of TAVR procedures performed is mainly related to the size of the referral population which is not always related to the hospital volume.
Due to the relatively short learning curve, our results in CCH may serve as a model for successful initiation of TAVR programs in other community hospitals. In the current healthcare market, there is a tendency to maintain costs and to continue to provide state-of-the-art healthcare.
The proximity of the community hospitals to patients' homes can both reduce expenses and increase satisfaction for patients and their relatives before and after the procedure, compared to referral and care in large-volume hospitals. With the growing number of patients treated with TAVR in CCH and the expected increased operator experience, further reduction in post-procedure complications is anticipated, although probably minor at this stage, as the learning curve reaching a plateau.
Our study has several limitations. First, it is important to note this study is an ecological registry based study that focuses on the comparison of groups rather than individual subjects. Individual level data are missing, thus direct assessment of exposure-outcome association is not possible. Second, there was limited number of patients operated during the early period that TAVR program was started in CCH. Third, data on long term outcomes was not available. Fourth, small hospital in the big city would be ideal clinical setting that could get benefit from the result of this study rather than a standalone community hospital in the rural area.
Conclusion
In conclusion, this report describes the initial experience with TAVR in community hospital.
Comparison with the USA national TVT registry was performed in order evaluate early outcome. This comparison shows that successful adoption of TAVR technology by the teams in a community hospital with similar results is feasible. 
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